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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

earned patent term adjustment. See 37 CFR 1 704(b). 

Status 

I )□ Responsive to communication(s) filed on . 

2a)E This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters prosecutor , as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 21 3. 
Disposition of Claims 

4) 13 Claim(s) 2-5 and 7-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEI Claim(s) 9- V-14 and 16-21 is/are rejected. 

7) S Claim(s) 15 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

1 0)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

I I )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a>n All b)D Some*c)D None of. 

1 .□ Certified copies of the priority documents have been received. 

2D Certified copies of the priority documents have been received in Application No. • 

3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 1 7.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

1 4) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

r-i <~ < rfH/DTn oqox 4) □ Interview Summary (PTO-41 3) Paper No(s). ■ 

1) D Notice of References Cited (PTO-892) 5 H Notice of Informal Patent Application (PTO-1 52) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) t» LJ Nouce or miurn <* 

3) E3 information Disclosure Statement(s) (PTO-1449) Paper Mo(s) 20 . 6 > LI Other: 

Part of Paper No. 21 
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DETAILED ACTION 

Applicant's arguments filed 5/14/03 have been fully considered but they are not 
persuasive. 

The text of those sections of Title 35, U.S. Code not included in this action can be found 

in a prior Office action. 

Claims 2 and 10 are objected to because of the following informalities. Claim 2 has two 
periods (".") at the end of the claim. Claim 10 lacks a period (".") at the end of the claim. 
Appropriate correction is required. 

Applicant is advised that should claims 2 and 17 be found allowable, claims 18 and 20 
will be objected to under 37 CFR 1.75 as being a substantial duplicate thereof. Claim 19 is 
objected to under 37 CFR 1.75 as being a substantial duplicate of claim 15. 

When two claims in an application are duplicates or else are so close in content that they 
both cover the same thing, despite a slight difference in wording, it is proper after allowing one 
claim to object to the other as being a substantial duplicate of the allowed claim. See MPEP 
§ 706.03(k). Claims 2, 15, and 17 are directed to the same compositions as those of claims 18- 
20, respectively. 

Applicant argues that claims 18-20 differ from 2, 15, and 17 as they are a product 
produced by a process. The only process limitation in claims 18-20 is the recitation of 
"formulating." The specification provides no particular definition to this term and this is 
considered to mean to produce according to a formula (i.e. the ingredients listed in the claim). 
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The pharmaceutical composition of claims 2, 15, and 17 are implicitly produced by the same 
formulating and thus the claims do not differ. 

Applicant is invited to explain how the pharmaceutical compositions differ. 



Claim Rejections - 35 USC § 112 
Claims 2-5, 7-14, and 16-21 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. This is a new matter rejection. 

Claims 2 and 1 8 have been amended to recite, "effective to retain its efficacy for greater 
than six months when stored at about 5 degrees Celsius." Basis is stated to be on page 10, lines 
28-29; page 38, line 37; and page 42, lines 14-17. These pages recite the efficacy limitation with 
respect to a particular formulation. The claims are not limited to this formulation and there is no 
general disclosure or contemplation of pharmaceutical compositions having this efficacy. The 
originally filed specification does not describe the invention in these terms. 

In addition, claim 13 has been amended to be directed to a subrange of NGF of "about 
0.08 to about 15 mg/ml." Basis is stated to be on page 6, lines 18. While the range 0.08 to 15 
mg/ml is disclosed for NGF, the broader range encompassed by the recitation "about" is not 
disclosed. 
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Conclusion 



Claim 15 is objected to as being dependent upon a rejected base claim, but would be 
allowable if rewritten in independent form including all of the limitations of the base claim and 
any intervening claims. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marianne P. Allen whose telephone number is 703-308-0666. 
The examiner can normally be reached on Monday-Friday, 8:30 am - 2:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 703-308-4028. The fax phone numbers for 
the organization where this application or proceeding is assigned are 703-305-3014 for regular 
communications and 703-305-3014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 
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